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* - The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)D Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-22 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-22 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) [2 The proposed drawing correction filed on 09 February 2001 is: a)^ approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
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1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (0. 

a)QAII b)D Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
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U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 4 



Application/Control Number: 09/692,245 Page 2 
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1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1 966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Rosenfeld. 

Rosenfeld teaches a method of analyzing prostaglandin E2 (PGE2) using PFBBr 
and PFBHOX derivatizing agents in situ on a column. Samples are then subjected to 
gas chromatography and electron capture and the trace shown in Figure 8. Two peaks 
are labeled PGE2, indicating that two derivatives are present. It is the examiner's 
position that the X-axis on the chromatographic trace is time because the beginning and 
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end of the axis are labeled "start" and "stop" which indicate reference to time. See 
Example 16. Rosenfeld additionally teaches separation of derivatives of THC formed 
metabolically and further derivatized in situ (Figures 4A-4B). 

5. Claims 1-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rosenfeld. 

6. Rosenfeld additionally teaches that Mass Spec analysis can be used in place of 
Electron Capture (EC) in the PGE2 analysis (col. 19, lines 25-26) and that MS typically 
includes negative ion chemical ionization mode (col. 1, lines 25-30). 

7. Rosenfeld fails to explicitly teach determining retention times, ionizing derivatized 
anlaytes or mass spec using negative chemical ionization for the PGE2 or THC 
analyses. 

8. With respect to the alternative rejection, if it is applicant's position that Rosenfeld 
does not determine retention times, it would have been obvious to determine retention 
times in order to identify peaks as shown in the Figures and as was known in the art. It 
would have been obvious to ionize the derivatized analytes in order to perform EC, 
Mass Spec or Mass Spec with negative ion chemical ionization mode in order to 
perform the analyses taught or suggested by Rosenfeld for detecting and quantifying 
the derivatized analytes. It is the examiner's position that prostaglandin constitutes a 
drug of abuse because it is a hormone-like substance that may be used improperly. 
With respect to specific drugs of abuse other than THC and prostaglandin, and 
derivatizing agents other than those disclosed by Rosenfeld, Rosenfeld teaches that the 
method is widely applicable to drug, herbicide and pesticide residues (col. 7, lines 28- 
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32) and it would have been obvious to perform the method on the claimed classes of 
compounds as known drugs, using known classes of derivatizing agents. 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

10. Apffel additionally teaches dual derivatizing agents in a detection method. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jan M. Ludlow whose telephone number is (703) 308- 
4039. The examiner can normally be reached on Monday-Thursday, 1 1 :30 am - 8:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (703) 308-4037. The fax phone numbers 
for the organization where this application or proceeding is assigned are (703) 872-9310 
for regular communications and (703) 872-931 1 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
0661. 
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